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1 . (Amended) A pharmaceutical composition for oral administration of fenofibratc 
comprising: 

a) a therapeutically effective amount of fenofibrate; and 

b) a solubilizcr comprising a vitamin E substance wherein the ratio of the fenofibrate to 
the vitamin B substance is less than or equal to 0.305 mg/IU. 

3. (Amended) The pharmaceutical composition of claim 1, wherein said vitamin E 
substance is selected from the group consisting of tocopherols, tocopherol derivatives with 
organic acids, tocotrienols and mixtures thereof. 

5. (Amended) The pharmaceutical composition of claim 54, wherein said solubilizcr is a 
trialkyl citrate. 

8, (Amended) The pharmaceutical composition of claim 54, wherein said soIubiIi7,er is a 
lactone, 

1 0, (Amended) The pharmaceutical composition of claim 54, wherein said solubilizcr is 
a nitrogen-containing solvent. 

37, (Amended) The pharmaceutical composition of claim 1, in a liquid form. 

38. (Amended) The pharmaceutical composition of claim 1, in a semi-liquid form. 

39. (Amended) The pharmaceutical composition of claim 1, wherein the fenofibrate is at 
least 50% solubilized in said composition. 

40, (Amended) The pharmaceutical composition of claim 39, wherein the fenofibrate is 
at least 75% solubilized in said composition. 
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41. (Amended) A pharmaceutical dosage form comprising the pharmaceutical 
composition of claim 1. 

42. (Amended) The pharmaceutical dosage form of claim 54, wherein the unit dosage of 
fenofibrate is from about 40 mg to about 250 mg. 

43. (Amended) The pharmaceutical dosage form of claim 54, wherein the unit dosage of 
fenofibrate is from about 67 mg to about 200 mg. 

46. (Amended) The pharmaceutical composition of claim 1, wherein the fenofibrate is 
completely solubilized in said composition, 

47. (Amended) The pharmaceutical dosage form of claim 42, wherein at least about 40 
mg of the fenofibrate is solubilized. 

48. (Amended) The pharmaceutical dosage form of claim 43, wherein at least about 67 
mg of the fenofibrate is solubilized. 

49. (Amended) The pharmaceutical dosage form of claim 48, wherein at least about 100 
mg of the fenofibrate is solubilized, 

50. (Amended) A pharmaceutical composition for administration of a hydrophobic drug 
comprising: 

(a) a therapeutically effective amount of a hydrophobic drug; and 

(b) a vitamin E substance, 

wherein the hydrophobic drug is present in an amount of from about 0.1 to 30 % w/w 
of the composition and is at least about 50% solubilized in the composition, the vitamin E 
substance is present in an amount of from about 1 to 99 % w/w of said composition, and the 
hydrophobic drug is selected from the group consisting of hydrophobic drugs that have not been 
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micronizcd and hydrophobic drags that have been micronized in the absence of a solid 
surfactant. 

51. (Amended) A method for treating a patient suffering from a fenolibratc-responsive 
condition, disease or disorder, comprising administering to the patient a therapeutically effective 
amount of any one of claims 1, 54 or 69, 



Also add new claims 52-102 as indicated in Appendix A. The new claims are as follows: 

52. The pharmaceutical composition of claim 1, wherein the ratio of the fenofibrate to 
the solubilizer is less than or equal to 0, 1 82 mg/IlL 

53. The pharmaceutical dosage form of claim 41, wherein the therapeutically effective 
amount of fenofibrate is a unit dosage. 

54. A pharmaceutical composition for oral administration of fenofibrate, comprising: 

a) a therapeutically effective amount of fenofibrate; and 

b) an effective solubilizing amount of a solubilizer selected from the group consisting of 
a trialkyl citrate, a lactone, a nitrogen-containing solvent, and combinations thereof. 

55. The pharmaceutical composition of claim 54, in a liquid form. 

56. The pharmaceutical composition of claim 54, in a semi-liquid form. 

57. The pharmaceutical composition of claim 54, wherein the fenofibrate is at least 50% 
solubilized in said composition. 
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58. The pharmaceutical composition of claim 57, wherein the fenofibrate is at least 75% 
solubilized in said composition. 

59. A pharmaceutical dosage form comprising the pharmaceutical composition of 
claim 54. 

60. The pharmaceutical dosage fonn or claim 59, wherein the therapeutically effective 
amount of fenofibrate is a unit dosage. 

61 . The pharmaceutical dosage form of claim 60, wherein the unit dosage of fenofibrate 
is from about 40 mg to about 250 mg. 

62. The pharmaceutical dosage form of claim 61, wherein the unit dosage of fenofibrate 
is from about 67 mg to about 200 mg. 

63. The pharmaceutical dosage form of claim 59, in capsule form. 

64. The pharmaceutical dosage form of claim 59, in the fonn of a drink. 

65. The pharmaceutical composition of claim 54, wherein the fenofibrate is completely 
solubilized in said composition. 

66. The pharmaceutical dosage form of claim 61, wherein at least about 40 mg of the 
fenofibrate is solubilized, 

67. The pharmaceutical dosage form of claim 62, wherein at least about 67 mg of the 
fenofibrate is solubilized. 



AUG-17-2001 FRI 02:44 PM REED & ASSOCIATES 



FAX NO. 650+330+0980 



P, 



Atty DktNo. 6200-0013 
Serial No. 09/716,029 

-6- 

68. The pharmaceutical dosage form of claim 63, wherein at least about 100 mg of the 
fenofibratc is solubilized. 

69. A pharmaceutical composition for oral administration of fenofibrate comprising: 

a) a therapeutically effective amount of a hydrophobic drug selected from the group 
consisting of fenofibratc that has not been micronized and fenofibrate that has been micronized 
in the absence of a solid surfactant; and 

b) a solubilizer comprising a vitamin E substance, a trialkyl citrate, a lactone, a 
nitrogen-containing solvent or combination thereof; and 

c) an optional solid surfactant. 

70. The pharmaceutical composition of claim 69, wherein the fenofibratc has not been 
micronized, 

71 . The pharmaceutical composition of claim 69, wherein the fenofibrate has been 
micronized in the absence of a solid surfactant. 

72. The pharmaceutical composition of claim 69, wherein said solubilizer is a vitamin E 
substance. 

73. The pharmaceutical composition of claim 72, wherein said vitamin E substance is 
selected from the group consisting of tocopherols, tocopherol derivatives with organic acids, 
tocotrienols and mixtures thereof. 

74. The pharmaceutical composition of claim 73, wherein said vitamin E substance is 
selected from the group consisting of alpha tocopherol, alpha tocopheryl acetate, alpha 
tocopheryl acid succinate, alpha tocopherol polyethylene glycol 1000 succinate and mixtures 
thereof. 
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75. The pharmaceutical composition of claim 74, wherein said solubilizcr is a trialkyl 

citrate. 

76. The pharmaceutical composition of claim 75, wherein said Irialkyl citrate is selected 
from the group consisting of triethyl citrate, acctyltriethyl citrate, tributyl citrate, acctyltributyl 
citrate and mixtures thereof, 

77. The pharmaceutical composition of claim 76, wherein said triallcyl citrate is triethyl 

citrate. 

78. The pharmaceutical composition of claim 69, wherein said solubilizcr is a lactone. 

79. The pharmaceutical composition of claim 78, wherein said lactone is selected from 
the group consisting of c-caprolactone and isomers thereof, 5-valerolactone and isomers thereof 
and p-butyrolactonc and isomers thereof and mixtures thereof 

80. The pharmaceutical composition of claim 69, wherein said solubilizer is a nitrogen- 
containing solvent. 

81 . The pharmaceutical composition of claim 80, wherein said nitrogen-containing 
solvent is selected from the group consisting of dimethylformamide, dimethylacetamide, N- 
alkylpyrrolidone, N-hydroxyalkylpyrrolidonc, N-alkylpiperidone, N-alkylcaprolactam and 
mixtures thereof. 

82. The pharmaceutical composition of claim 81, wherein said solubilizcr is selected 
from the group consisting of N-melhyl 2-pyrrolidone, N-ethyl 2-pyrrolidone and mixtures 
thereof, 

83. The pharmaceutical composition of claim 69, in a liquid form. 
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84. The pharmaceutical composition of claim 69, in a semi-liquid form. 

85. The pharmaceutical composition of claim 69, wherein the fenofibrate is at least 50% 
solubilized in said composition. 

86. The pharmaceutical composition of claim 85, wherein the fenofibrate is at least 75% 
solubilized in said composition, 

87. A pharmaceutical dosage form comprising the pharmaceutical composition of 
claim 71. 

88. The pharmaceutical dosage form of claim 86, wherein the therapeutically effective 
amount of fenofibrate is a unit dosage. 

89. The pharmaceutical dosage form of claim 88, wherein the unit dosage of fenofibrate 
is from about 40 mg to about 250 mg. 

90. The pharmaceutical dosage form of claim 89, wherein the unit dosage of fenofibrate 
is from about 67 mg to about 200 mg. 

91. The pharmaceutical dosage form of claim 87, in capsule form. 

92. The pharmaceutical dosage form of claim 87, in the form of a drink. 

93. The pharmaceutical composition of claim 69, wherein the fenofibrate is completely 
solubilized in said composition. 
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94. The pharmaceutical dosage form of claim 89, wherein at least about 40 mg of Ihe 
fenofibratc is solubihzed. 

95. The pharmaceutical dosage form of claim 90, wherein at least about 67 mg of the 
fenofibratc is solubili/ed. 

96. The pharmaceutical dosage form oT claim 95, wherein at least about 1 00 mg of the 
fenofibratc is solubilized. 

97. The method of claim 51, wherein the fenofibrate-responsive condition, disease or 
disorder is a lipid disorder. 

98. The method of claim 97, wherein the lipid disorder is an above-normal level of 
cholesterol. 

99. The method of claim 97, wherein the lipid disorder is an above-normal triglyceride 

level > 

1 00. The method of claim 97, wherein the lipid disorder is a below-normal level of high 
density lipoproteins. 

1 01 . A pharmaceutical composition for administration of a hydrophobic drug 
comprising; 

(a) a therapeutically effective amount of a hydrophobic drug; and 

(b) a vitamin E substance, 

wherein the hydrophobic drug is present in an amount of from about 0.1 to 30 % w/w 
of the composition and is at least about 50% solubilized in the composition, and the ratio of the 
hydrophobic drug to the vitamin E substance is less than or equal to 0.305 mg/IU. 



